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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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Status 

1 )KI Responsive to communication(s) filed on 15 January 2010 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) |EI Claim(s) 1-6,8-11, 13-18,20-30 and 32-51 is/are pending in the application. 

4a) Of the above claim(s) 39-48 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E] Claim(s) 1-6,8-11, 13-18,20-30, 32-38 and 49-51 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1 -6, 8-11,1 3-1 8, 20-29, 34, 49 and 51 are rejected under 35 

U.S.C. 102(b) as being anticipated by Jorgensen et al. (US 2002/0107131). Regarding 
claims 1,13 and 24, Jorgensen ('1 31 ) discloses a substantially flexible bag (10, 50, 94, 
or 96) (as well as a centrifuge comprising the bag) comprising a substantially circular 
enclosure including a first side and a second side radially connected along an outer 
edge, the first sides defining an interior surface therebetween, each of the first and 
second sides having a respective central opening (such as 1 1 or 51) for housing a 
central hub, and a first mating portion positioned adjacent the central opening, along the 
interior surface of the first side, and extending in a direction perpendicular to the interior 
surface, and, in cross-section, including a raised shape (for example 100) the mating 
portion integrally formed (see [0043]) for mating in a cooperative arrangement with a 
corresponding mating portion of a hub (20,60,104) and the raised shape of opposing an 
interior surface of the second side (see Fig. 11). Regarding claims 2, 14, and 25, the 
first mating portion comprises an integrally molded radial barrier (see Figs. 1 and 11). 
Regarding claims 3, 9, 15, 21, and 26, the first mating portion comprises one or more 
recesses formed adjacent the opening (see especially Fig. 1). Regarding claims 4, 10, 
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16, 22 and 27 the first mating portion comprises one or more raised areas formed 
adjacent the opening (see Figs. 1 and 1 1 ). Regarding claims 5, 1 7 and 28, the radial 
barrier comprises a circumferential ring of raised material (see Figs. 1 and 11). 
Regarding claims 6, 18 and 29, the radial barrier comprises a circumferential recess 
(see Figs. 1 and 1 1 ). Regarding claims 8 and 20, each side includes a first mating 
portion (see Fig. 1 , 3, 7 and 1 1 ). Regarding claim 1 1 , the manner in which the bag is 
intended to be used is not germane to the patentability of the bag. Regarding claim 23, 
the bag further comprises at least one weld ring (30, 40, 70, 80, 100 or 102) having a 
central opening for receiving a first side of the hub and a surface positioned adjacent 
the first side of the bag proximate the opening of the first side. Regarding claim 34, 
Jorgensen ('131) discloses a method of sealing a centrifuge bag to a hub comprising 
providing a substantially flexible bag (10, 50, 94 or 96) for use in centrifugal processing, 
wherein the bag comprises a substantially circular enclosure including a first side and a 
second side radially connected to the first side along an outer edge, the first and second 
sides defining an interior therebetween, the first and second sides each having a 
respective central opening (such as 1 1 or 51) for housing a central hub, wherein the 
central opening includes a first mating portion (see Figs. 1 and 11) positioned adjacent 
to the central opening, along the interior surface of the first side, extending in a direction 
perpendicular to the interior surface, in cross-section including a least one raised shape 
(100) with respect to the interior surface, and the first mating portion opposing an 
interior of the second side; providing a hub (20, 60 or 104) having a second portion 
corresponding to the first mating portion, wherein the first mating portion integrally 
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formed for mating in a cooperative arrangement with the second mating portion; and 
placing the hub with in the opening; and mating the first mating portion with the second 
mating portion (see [0043], [0050], Figs. 1-8 and 11). Regarding claim 49, the first side 
is flat (see Fig. 1 1 ). Regarding claim 51 , the shape is a rectangle (see Fig. 1 1 ). 
Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 35-38 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Jorgensen et al. (US 2002/0107131). The method of Jorgensen was discussed above 
with regard to claim 34. While the verb "welding" is not expressly used by the 
reference, "weld rings" are extensively discussed (see [0047] and [0050]). The 
discussion of "weld rings" would have suggested welding, either with heat or with 
solvent, to one of ordinary skill in the art. 

5. Claims 30, 32 and 33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Jorgensen et al. (US 2002/0107131) in view of Schlutz (US 3,982,691). Jorgensen 
('131) discloses a method of sealing a centrifuge bag to a hub comprising providing a 
bag (10, 50, 94 or 96) for use in centrifugal processing, wherein the bag comprises a 
substantially circular enclosure including a first side and a second side radially 
connected to the first side along an outer edge, the first and second sides defining an 
interior surface thererbetween, at least on of the first and second sides having a central 
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opening (such as 11 or 51), wherein the central opening for housing a central hub, 
wherein the central opening includes a first mating portion (see Figs. 1 and 11) 
positioned adjacent to the central opening, along the interior of at least one of the first 
and second sides and extending in a direction perpendicular to the interior surface; and 
providing a hub (20, 60 or 104) having a second portion corresponding to the first 
mating portion; placing the hub with in the opening; and mating the first mating portion 
with the second mating portion (see [0043], [0050], Figs. 1-8 and 11). Use of adhesive 
is not explicitly disclosed. Schlutz ('691 ) teaches joining components of a centrifuge 
bag assembly using adhesive (see col. 12, lines 1-9). It would have been obvious to 
one of ordinary skill in the art to have joined the portions of Jorgensen ('131 ) using 
adhesive, because, since Jorgensen ('131) explains that joining is required but does not 
detail exactly how, one would look to prior art methods of joining such as those of 
Schlutz ('691), col. 12, lines 1-9. 

6. Claim 50 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Jorgensen et al. (US 2002/0107131). The shape being semi-circular is not clearly 
disclosed. However, as applicant admits on pages "[o]ne of ordinary skill in the art will 
recognize" that other shapes may be used. 

Response to Declaration and Arguments 

7. Applicant argues that the weld rings of the prior art not part of the substantially 
flexible bag, but part of the greater flexible bag assembly, while applicant at the same 
time requires that weld rings are part of the flexible bag itself, in for example claim 23. 
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Furthermore, [0043] of Jorgensen (US 2002/0107131) also expressly states that the 
weld rings are part of the bag. When parts are welded together, they are integral. 
Conclusion 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DAVID L. SORKIN whose telephone number is 
(571)272-1148. The examiner can normally be reached on Mon.-Fri. 7:30AM-4:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Walter D. Griffin can be reached on 571-272-1447. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/DAVID L. SORKIN/ 

Primary Examiner, Art Unit 1797 



